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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and wilt expire SIX (6) MONTHS from the mailing date of this communication. 
• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communicationfs^ filed on 08 January 2007 . 
2a)n This action is FINAL 2b)l3 This action Is non-finaL 

3)n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 

Disposition of Claims 

' 4)^ Claim(s) 93-109 is/are pending in the application. 

4a) Of the above claim(s) 98 is/are withdrawn from consideration. 

5) K Claim(s) 103. 104. 106 and 107 is/are allowed. 

6) S Claim(s) 93-97. 99-102. 105.108-109 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim{s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)^ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) Is objected to. See 37 CFR 1 .1 21 (d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

This office action is in response to the election, received 1/8/07, in which applicant 
elected the species: hydroxyacetyl-Asn-Tyr-NH2, without traverse. 

A search was conducted for the elected species, hydroxyacetyl-Asn-Tyr-NH2. This 
species was found to be free of the prior art. The search was extended to the following species: 
hydroxyacetyl-Asn-Tyr-OH; Ac-hydroxyacetyl-Asn-Tyr-NH2; Ac-hydroxyacetyl-Asn-Tyr-OH; 
and hydroxyacetyl-Asn-Tyr-OH. These species were found to be free of the prior art. Claims 
103, 104, 106 and 107 read on the species corresponding to hydroxyacetyl-Asn-Tyr-NH2; 
hydroxyacetyl-Asn-Tyr-OH; Ac-hydroxyacetyl-Asn-Tyr-NH2; Ac-hydroxyacetyl-Asn-Tyr-OH; 
and hydroxyacetyl-Asn-Tyr-OH. Claim 98 is withdrawn as being drawn to a non-elected species. 
Claim 98 was withdrawn because, in accordance with the MPEP, "should the examiner 
determine that the elected species is allowable, the examination of the Markush-type claim will 
be extended. If prior art is then found that anticipates or renders obvious the Markush-type claim 
with respect to a nonelected species, the Markush type claim shall be rejected and claims to the 
nonelected species held withdrawn from ftirther consideration. The prior search, however, will 
not be extended unnecessarily to cover all nonelected species". 

Claims 93-97, and 99-109 are under examination. Claim 98 is withdrawn as being dravm 
to a nonelected species. 

Information Disclosure Statement 
The information disclosure statement, received 1/29/04, is acknowledged. A signed copy 
is enclosed hereto. 
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Claim Objections 

Claims 103, 104, 106 and 107 are objected to for depending upon a rejected claim. 
Appropriate action is requested. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 93-97, 99-100, 105, 108, and 109 are rejected under 35 U.S.C. 1 12, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claim 93 recites the compound R1-X1-X2-X3-R2. The claim is vague and indefinite 
because R2 is not defined in any way. Clarification is requested. 

Claim 93 recites XI and X2 as 0. The claim is unclear as to whether 0 is an oxygen or a 
zero. If 0 is zero, then is zero an active agent. Clarification is requested. 

All other claims depend directly or indirectly from the rejected claim and are, therefore, 
also rejected under 35 USC 1 12, second paragraph for the reasons set forth above. 
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Claim Rejections - 35 USC §102 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 

Claims 93-97, 100-102, 105 and 108-109 are rejected under 35 U.S.C. 102(a) as being 
anticipated by Scialdone et al (USPN 6,815,426). 

The instant invention is drawn to a compound represented by Formula VIII: R1-X1-X2- 
X3-R2 wherein XI is 0, Ala, Gly, B-Ala, Tyr, D-Tyr, Asp, or hydroxyacetyl; X2 is 0, Ala-Gly- 
T4c-Pro, Ala-Sar-Hyp-Pro, Ala-6ring-, Ala-Asn, D-Asn-D-Ala,D-Asn, gamma-Abu, Gly, Ala, 
D-Ala, B-Ala, Pamh, Asn, or hydroxacetyl; X3 is Tyr, D-Tyr, Gly, Pamb, or Phe; Rl is H or Ac; 
and pharmaceutically acceptable salts thereof, provided that XI and x2 are not both 0. 

Scialdone et al. discloses a tripeptide of formula aal-aa2-aa3 having a first amino acid 
(aal), a second amino acid (aa2), and a third amino acid (aa3) wherein said first amino acid is 
selected from the group consisting of Ser, Thr, Ala, Phe, Tyr, Cys, Gly, Leu, Lys, Pro, Arg, Gin, 
Glu, Asp, Asn, His, Met, He, Trp, and Val; said second amino acid is selected fi-om the group 
consisting of Asn, Ala, Gly, Asp, Glu, and Gin; said third amino acid is selected from the group 
consisiting of Ser, Thr, Ala, Phe, Tyr, Cys, Gly, Leu, Lys, Pro, Arg, Gin, Glu, Asp, Asn, His, 
Met, He, Trp, and Val. See, i.e., for example, column 25-26, claim 1. This reads on the 
limitations of instant claims 93-97 and 100. Scialdone discloses a pharmaceutical composition 
comprising the tripeptide of claim 1. See, i.e., for example, column 26, claim 8. This reads on the 



Application/Control Number: 10/646,294 Page 5 

Art Unit: 1654 

limitations of instant claim 105. Scialdone discloses a method for administering the tripeptide via 
an oral route. See, i.e., for example, column 27, claim 20. this reads on the limitations of instant 
claims 108 and 109. Scialdone discloses a compound, comprising capped tripeptide of the 
formula aal-aa2-aa3, having a first amino acid (aal), a second amino acid (aa2), and a third 
amino acid (aa3) wherein said first amino acid is selected from the group consisting of Ser, Thr, 
Ala, Phe, Tyr, Cys, Gly, Leu, Lys, Pro, Arg, Gin, Glu, Asp, Asn, His, Met, He, Trp, and Val; said 
second amino acid is selected from the group consisting of Asn, Ala, Gly, Asp, Glu, and Gin; 
said third amino acid is selected from the group consisting of Ser, Thr, Ala, Phe, Tyr, Cys, Gly, 
Leu, Lys, Pro, Arg, Gin, Glu, Asp, Asn, His, Met, He, Trp, Val and wherein said third amino acid 
is capped with a compound selected from the group consisting of NH2, OH and NHR, wherein R 
is selected from the group consisting of alkyl and aryl. See, i.e, for example, column 28, claim 
23. This reads on the limitations of instant claims 93, 101 and 102. 

Therefore, the cited reference is deemed to anticipate the instant claims above. 

Conclusion 

Claims 93-97, 99-102, 105, 108 and 109 are rejected. Claims 103, 104, 106 and 107 are 
drawn to allowable material. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Roy Teller whose telephone number is 571-272-0971 . The 
examiner can normally be reached on Monday-Friday from 5:30 am to 2:00 pm.. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang, can be reached on 571-272-0562. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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